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Meetings 


National Bureau of Standards.— Thx 
National Conference on discussions, 
ther information can be 


program, with ample time floor 
Forty-fourth has been arranged Fur 
Weights and Measures, sponsored by 1 o 
the National Bureau of Standards, will 
- ; gg rettangas <4 a J Po New York State Weights and Meas- 
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Sheraton-Park Hotel nual conference of the New York State 
Weights and Measures Association will 
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Speakers at the annual meeting of the Section on Food, Drug and Cosmetic Law 
of the New York State Bar Association, held in New York City on January 28, 
1959, included from left to right: Julius G. Zimmerman, attorney for The Coca- 
Cola Export Corporation; William W. Goodrich, Assistant General Counsel, 
United States Department of Health, Education, and Welfare; George P. Larrick, 
United States Commissioner of Food and Drugs; Charles Wesley Dunn, chair- 
man of the section; A. R. Miller, Director, Meat Inspection Division, Agricultural 


Research Service, United States Department of Agriculture; and Alfred L. 


Tennyson, Chief Counsel, Bureau of Narcotics, United States Treasury Depart 
ment, who spoke for Harry J. Anslinger, United States Narcotics Commissioner. 
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Drug Administration. The Act requires 
labels of drugs and 
sold without prescription to bear 


medical devices 
“such 
adequate warnings as are neces- 
sary for the protection of users.’ 
Section 502(f)(2) of the Act states 
“A drug or device shall be deemed to 
be misbranded unless its labeling bears 
such adequate warnings against 

use in those pathological conditions o1 
by children where its use may be dan 
health, or 


methods or 


agamst unsale 


duration of ad- 


gerous to 
dosage or 
ministration or application, in such 
manner and torm, as are necessary fo1 
the protection of users i 


The FDA 
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compilation is published 
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for comment on the suggested wording 


of warnings not previously published 
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For convenience in 


comment 
together 


comp! 


days are allowed for 
bringing 
all types of label warnings, the 
lation includes specific warnings re 
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that pub 
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not affect the necessity for compliance 
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labeled with adequate warnings 


requirement 


Deputy Commissioner of Food and 
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that 
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drug manufacturer 
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with the law 

that the 
helptul to 
firm planning to begin dis 
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In the Public Health Service 


Polio Vaccination—On March 16, 
Secretary of Health, Education, 
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Americans to 
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stated before, 
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lives of many thousands of Americat 
jeopardized through failur 


of the polio 


are being 
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Report from the Food 


and Drug Administration 


By GEORGE P. LARRICK 


The Author Discussed the Food-Additives Amend- 
ment and Its Regulations and Also Education 
and Enforcement Matters Before the Section on 
Food, Drug and Cosmetic Law, New York State 
Bar Association, at New York City January 28 


aby YUGH there has been no formal meeting of this group since 
{A last January, we have not waited for a year to exchange views on 
food and drug matters. We have had many productive conferences 
Some of you were at the June meeting of the Food and Drug Officials 
of the United States when Deputy Commissioner of Food and Drugs 
John L. Harvey reported on progress and problems. Many attended 
the American Bar Association meeting in San Francisco in August 
when he addressed the food, drug and cosmetic law section 

In November, members of the food, chemicals and food pac kaging 
industries came to Washington for a two-day discussion on implemen 
tation of the new food-additives amendment. Then, in December, 
Secretary Flemming held three day-long meetings with national or 
ganizations interested in our activities 

These meetings were unique. It was the first time in Food and 
Drug Administration history that a Department Secretary had invited 


such groups to meet with him to “sound off” on anything relating 
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ER 
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Mr. Larrick Has Served as 
United States Commissioner 
of Food and Drugs Since 1954 





the enforcement of the Federal Food, Drug, and Cosmetic Act, o1 
\ct itself, to offer constructive suggestions and to ask questions 
\We were pleased with the whole-hearted participation of those i 
attendance, and the fact that industry, consumer and health groups 
could listen to one another's views and recognize that all share in 
responsibility of making this law an effective instrument for t 


ee 
| 


ic wWellare 


Those in attendance will soon receive summaries of 
and, as soon as we can give appropriate consideration 
many suggestions offered, the Secretary will report on those that 
be adopted in whole or in modified form. If we are unable to 
some of the suggestions, the Secretary will say why. Some of the 
changes suggested would be for Congress, rather than the Secretary 


to decide 


The food-additives amendment is a significant advance 
health protection. While safeguarding the public against use 
quately tested substances, it removes unnecessary restriction 
technological advances that will result in better, more convenie 
foods 


; 


Proposed regulations were distributed in preprint form at the 
November 24 meeting and published in the Federal Register of Decem 
ber 9. These include a list of 188 food chemicals for which exemptions 
are proposed because FDA believes they are safe for their intended 
uses. Qualified experts throughout the country have the opportunity 
to give their advice as to whether further testing is necessary for 
these additives 

The date for filing comments on the proposed regulations has 


been extended until February 7. We will review the comments 
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promptly after that date, and publish the regulations ‘in final forn 


as soon as possible 


Common Names for Chemical Additives 


Last fall, at the meeting of the American Chemical Society 
called attention to the need for simple, common names for the chem 
icals that are finding their way into food and suggested that industry 
devise a mechanism for developing common names: The drug indus 


try has long had such a mechanism for the chemicals it uses 
The response was gratifying, indeed. The Food Law Institut 
appointed a committee of capable scientists to study the problem ; we 


understand that the committee has proposed a method of continuing 


the study that should yield real progress. The food and chemical 


1 
} 


industries are to be commended for the vigor with which they have 
approached this question 

We have heard some suggestions that, in lieu of declaring food 
additives by their common or usual names on labels, an arrangement 
be worked out that would allow functional designations to be subst 
tuted for specific names. Thus, an emulsifier that is permitted under 
the food-additives amendment would be declared as “emulsifier” or 
perhaps as “permitted emulsifier added,” but the name of the specifi 
emulsifier would not appear on the label. Similarly, preservatives 
humectants, desiccants, etc., would be designated functionally but not 
specifically. We question the advisability of such a rel 


] 


present la VY tor seve;ra reasons 


(1) \llergists tell us that their patients need to 
ve specifically what is in food so they can avoid ingredients 


which they are allergi 


The federal, state or city analyst who must examine a 
sample to determine whether an ingredient that has a tolerances 
present within the tolerance limitation needs to know what chemi 

vze for. If the chemist must first conduct an extensive labora 

ry search to determine qualitatively what materials are in food and 

then must determine the ingredients quantitatively, our effectivenes 

in protecting the publi health will be drastically curtailed. As vor 
Ww, we are not yet up to the strength the citizens advisory 

itter in its report submitted to secretary Hobby almost four years 


om. said is necessary tor adequate public protection It would he 


<ta 
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unwise to change the public policy so as to decrease the already-lim- 
ited protection we can give. 

(3) The consumer has a right to know what is in his food. The 
food-additives amendment allows a toxic substance to be used in safe 
amounts without the showing of necessity formerly required. Con 
gress agreed to that change upon being assured that it will promote 
progress and that it will safeguard the public health. But in our 
opinion the public is not going to accept, on the heels of that change, 
a relaxation of law which relieves the manufacturer of the necessity 


of declaring these ingredients on the label. 


Administration of New Amendment—Question of 
Finances and Personnel 


\t our November meetings and one of those which the Secretary 
held in December, there was considerable interest in what was being 
planned in the way of finances and personnel to implement this new 
law. Some of the inquiries could be answered only in very general 
terms until the President’s budget request was presented to Congress 
\ supplemental request is being prepared for funds for administration 
of the amendment through next June 30. This is intended to permit 
61 additional jobs up to June 30, 1959. Meanwhile we have been 
authorized by the Bureau of the Budget to recruit people to handle 
the new work. 

Our budget request for fiscal year 1960 provides for 60 additional 
jobs, which would give us a total of 121 persons working on food 
additives. Of these, 51 would be in the field and 70 in Washington 
this includes scientific, administrative, clerical and subprofessional 
employees. Of course we still will have to recruit additional qualified 
people to handle the administrative and scientific problems raised by 
the amendment. 

Our enforcement budget request for the fiscal year 1960 provides 
for an $825,000 increase over the fiscal year 1959 appropriation plus 
the proposed supplemental request for food additives. This will pro 
vide a total of 75 new jobs, or 6 per cent, not counting the 121 for 


food-additives work which did not constitute a workload in previous 


years. Of these, 50 are for the initial staffing of the new Dallas Dis 


trict and 25 are to strengthen the Washington headquarters staffing. 
Some very limited funds are available for modernization and replace 


ment of obsolete scientific equipment. 
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Thus, we continue the growth that the citizens advisory com 
mittee found necessary if we were to do an adequate job of public 
health protection. Unfortunately, we have not been able to expand 
at the rate recommended by the committee. 

In fiscal year 1958 we made almost 6,000 more establishment 
inspections and collected over 6,000 more samples than in the previous 


year. 


Significant Increase in Voluntary Action by Industry 


The increase in effective field manpower brought forth 24 per cent 
more legal actions. At the same time, total corrections of violations 
increased by 46 per cent, showing that industry is voluntarily taking 
action to abide by the national pure food and drug law. A significant 
part of this voluntary action flows from our increased emphasis on 
education. 

Our investigations during recent years have revealed problems 
in early stages of production or storage—filth and toxic seed treat 
ments in some wheat, and filth, antibiotics and pesticides in some 
milk. The United States Department of Agriculture, the depart 
ments of agriculture, extension services, and other units of many 
states, and the trade organizations and other groups have joined us 
in intensive educational programs directed at the local producer 


These long-range programs already are showing encouraging results 


Inspection of Food Warehousing Practices 

Inspection time at food warehouses was doubled over that of 
1957. Conditions in some of the warehouses that required correction 
included inadequate protection of food against insects, rodents and 
birds; acceptance of returned insect-infested foods; and improper 
storage practices. There was, however, significant improvement in 
food warehousing practices during the year, and a great part of the 
improvement resulted from voluntary industry actions 

Quackery involving false and misleading claims for food supple 
ments is costing 10 million Americans over $500 million a_ year, 
according to American Medical Association estimates. Its other costs 
are immeasurable, when people who have serious medical problems 
depend on false claims made for nutritional supplements 

Secretary Flemming, in two recent press conferences, has called 
attention to misleading sweeping claims for such products. He in 


tends to keep the public informed of activities in this field under the 
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authority of Section 705 of the Food, Drug, and Cosmetic Act, which 
authorizes the “dissemination of information in situations involving 


imminent danger to health or gross deception of the consumer.” 


Educational Campaign Against Quackery 


The American Medical Association and the National Better Busi 
ness Bureau have joined with us in a national educational campaign 
to warn the public against nutritional quackery. | highly commend 
to you the film The Medicine Man, which the AMA has produced. It 
is available for bookings through local medical associations 

This fight is the fight of the legitimate food and drug industries, 
too. Our adversaries are trying to tear down public confidence in the 
\merican food supply and in sound medical practice which depends 
so much on medicines of known efficacy. Some who embrace nutri 
tional quackery are fanatics. Obviously, the educational program has 
little chance of changing them. However, if we al ‘every means 
at our disposal to disseminate accurate information this field, the 
impact on the public as a whole will be tremendous 

I'm sure Mr. Goodrich will tell you about our latest round wi 
officers of the Hoxsey Cancer Clinic of Portage, Pennsylvania 
about developments in the coal-tar color field when he discusses lit 


tion of the past year 


Traffic in Incubator-Reject Eggs 
Some of you may have seen recent items in the papers about 
big racket in incubator-reject eggs. These eggs are infertile hatcl 
rejects that are in various stages of decomposition and, therefo 
illegal to ship in interstate commerce without denaturing. One 
ator who shipped reject eggs was recently given a one-year suspen 


sentence and five vears’ probation on condition that he 


‘ 
~ 


ret out of the 


food business. Ill health was a factor in the suspended sentence, but 
he also received a $1,000 fine, which was not suspended 

To bring that case required identification and marking of a truck 
load picked up at three hatcheries in Maine, trailing the truck to New 
lersey, and a solid week of 24-hour-a-day surveillance of the truck 
and plants in tenement areas where it might be unloaded. This opera 
tion took four teams of FDA New York District inspectors, with the 
assistance of state inspectors and police 

ur New York inspectors alone spent 83 man-days 


} 


on this one case. You can appreciate the formidable job we 
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trying to break up nation-wide traffic by numbers of reject-egg rack 


RS 
eteers. We are continuing the work to the greatest extent possibl 
and currently have about 15 large shipments under seizure and evi 
dence that we hope will lead to criminal actions against those respon 


sible for the traffic 


\t the same time we are using education to protect the publi 
Phe American Poultry and Hatcheryman Federation has helped wart 
hatcherymen and egg dealers against illegal operators, and FDA re 
cently cautioned the baking industry and other food processors to be 
wary of frozen eggs offered at suspiciously low prices. Some bakers 
were disturbed by the ensuing publicity because they 


ros. \We certainly did 


‘ 
Ss 


implied that all of them use rotten e 
to imply this. While we estimate that less than 1 per cent 
frozen eggs are incubator rejects, this is nevertheless a 
racket involving some 3 million pounds of eggs which 


human consumption. Obviously, only a ve nall percet 


bakers get the bad eggs 
MIost of o \ ot beer 
rather, steady routine inspection 


ons 
2 


y run, this tvpe of enforcement 

dividends in public protection, since it is 

improvement in the food and drug supply as a 
We are faced with a busy year 


welfare We will need to exchans 


y 
~ « 


Vie 


administrative matters. Our government 
tists have already come far in collaborating 
ing results of investigations. This must 


responsibpilitie lave ‘ver Deen so greal 


[The End] 


CANADIAN TRADE INFORMATION LETTERS— 
PESTICIDE RESIDUES; CANNED POULTRY 


la’s Department of National Health and We 
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By HARRY J. ANSLINGER 


THE TREATMENT 
Of 





M OST THINKING PERSONS agree that addiction to drugs such 
as certain opium derivatives and synthetic substitutes is a 
serious evil, rendered more abhorrent by the known difficulty its 
victims have in securing freedom from the enslavement. The careful 
physician has this in mind when prescribing or administering these 
pain-relieving drugs where medically indicated; and he uses only that 
amount which ts medically necessary, discontinuing the dosage when 
the medical requirement ceases. Although the best statistical informa 
tion available indicates a gratifying reduction in the ratio of addicts 
to general population as between 1915 (when the federal Harrison 
Narcotic Act went into effect) and the present time, we still have an 
addict population (largely concentrated in certain large cities) whi 


represent a problem to themselves and to their respective communities 


It has been the policy, approved by the medical profession, t 
urge treatment of the drug addict looking toward a cure of the addi 
tion not by the ambulatory method, but by appropriate hospitalization 
involving withdrawal of the drug and rehabilitation. In the federal 
sphere, Congress provided for the establishment and maintenance of 
two hospital-type institutions dedicated to the treatment of drug ad 
diction and, although these hospitals are primarily available for 
federal addict prisoners, provision is made for admission of voluntary 
applicants for treatment to the extent that facilities are available. 
Congress directed the Surgeon General of the United States Public 
Health Service to cooperate with the several states and to give their 
authorized representatives : 
rehabilitation of 


benefit of his experience in the care, treatment, and 
the end that each State may be encouraged to provide 


the 


narcotic addicts 


240 








This Paper, Written by the United States Commissioner of Narcotics, Was 
Delivered at the January Meeting of the New York State Bar's Food, Drug 
and Cosmetic Law Section, Held in New York City. It Was Presented by 
Alfred L. Tennyson, Chief Counsel, Bureau of Narcotics, Treasury Department 


adequate facilities and methods for the 
addicts. [42 USC Section 242(b).] 


Within the past few years, there have been proposed several new 
r the 


tor solving 


plans—or several versions of the same new plan 
problem not only of drug addiction, but of control and elimination of 
the illicit narcotic-drug traffic. These proposals are so foreign to the 
traditional concept of unrelenting etfort to eliminate a social vice that 
one is astonished and dismayed to note that some members of the 
medical profession have lent their names as sponsors of the proposals 


While differing to some extent in procedural features, these proposals 


may be summarized in a single plan founded on a new and radical 


policy whereby a government-operated clinic would supply drug 
addicts with a daily ration of the drug of addiction (presumably mor 
phine, as the plan does not recognize cocaine or marijuana users) 
plus whatever steps might be necessary to validate as legal this 


method of catering to and perpetuating drug addiction 


The argument of the proponents of the plan appears to be that 
enforcement of the narcotic laws has not completely eliminated the 
illicit narcotic peddler or the narcotic-drug addict. (I comment here 
that enforcement of the laws against murder, burglary, robbery and 


larceny has not eliminated the commission of those crimes but. with 


241 
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out such enforcement, the individual would have no security what 

ever in the enjoyment of his life and property). We still have narcotic 

addicts whose addiction requires them to obtain the narcotic drug 

from an illicit peddler at a high price. It is difficult, under present 

methods, to bring about a lasting cure of the drug addict. Therefore, 

say the proponents of the plan, we should establish all over the coun 

try government-operated “service clinics,” at one of which the nat 

cotie addict would be encouraged to register and receive an identifying 

card with his photograph and fingerprints impressed thereon. The 

vould enter a participating hospital briefly, for the purpose 

valuating” his drug need, that is, fixing his ration. Thereafter 

d obtain from the service clinic (which would remain opet 

a day, seven days a week) either at cost or free a two-day 

the narcotic drug \n alternative suggestion was made 

jection, at the service clinic, of a 24-hour supply of a “depot” 

t morphine, which would release the drug slowly in the body 

it has not been shown that there is a dependable type of “depot 

ne presently available. If the addict used more than the 

imount of drug supplied to him for the prescribed period (which 

vould be inevitable because of the phenomenon of tolerance which 

tends to require increase in dosage to obtain the same effect as the 

nal dose), he would not be penalized so long as he returned to 

service clinic for his supply. In the event of such a lapse, how 

1c would be readmitted to the hospital for another evaluation 

drug needs. This, of course, is a euphemism for an official 

‘ase in his daily ration, and no indication is given of a maximum 
sage to which he would be limited 


The plan contemplates “persuasion” of the addict to undergo 


treatment and rehabilitation. It is very vague as to the provisions for 
facilities for curative treatment and rehabilitation, although it is very 
clear that the addict would not be compelled to undergo, or to remai 
under, curative treatment. The thesis seems to be that addicts resist 
ant to undertaking therapy and continuously refractory to therapy 
despite all efforts, should be supplied legally and cheaply with the 
minimum amount of their drug needs, and ettorts to persuade them 


to undergo rehabilitation should be continued 


Under this plan, its proponents claim, the bulk of the illicit 
trafic would substantially disappear. If our federal and state govern 


’ 


ments would set aside the hard-won results of nearly 50 years ot 


progressively successful efforts to hold the illicit narcotic-drug traffic 
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to a minimum and would enact laws to permit government-operated 


service clinics to sell or distribute narcotics to gratify, perpetuate and 


increase drug addiction, then one would have to concede that there 


could be a sharp reduction in the traffic theretofore considered illicit 


But regardless of the label used, we should be taking a long step 


backward in civilization by tolerating, and thus encouraging the 
growth of, a debilitating evil during a period in world affairs that 
rit 


t 


would seem to require the utmost mental alertness and physical 


ness of our citizens 


During and after the vear 1919, 44 or more narcotic cl 


dispensaries were opened by State or munic Ipal health ofhcers 


cities throughout the United States in an experiment which 
thought might present a simple and easy solution of the pro 
in the main 


arising from narcotic drug addiction. These clinics 


to be nothing more than supply stations for addicts 


evidence of cures or reduction in the addict populati 
closed by 1925 with, at 


the clini Ss, al d they were all I 
\dvoc ates of the plat 
} 


approval of the medical profession 
discussion argue that it is different from the earlier 
that the safeguards now urged were not then in eft 


to see any real difference in principle between the 
fact, a few of the clinics of the 1920-1925 era had a system of 


cation cards which, in a number of 


instances, enabled authorities 
return fugitive criminals to the states where they were wanted. It 


O75 , 


also interesting to note that the operation of the 1920-1 
not, by any means, eliminate the illicit traf 

vear period the early 1920's when the cli 
incredibly large amount, 71,151 ounces of 


in the domestic illicit traffic—more thar 


seized in the United States in 1952 


Bureau of Narcotics Chart Shows Trends 


The Bureau of Narcotics has prepared a cl 
cotic Addiction in the United States,” showing 
of the trend of drug addiction from 1900 to the 
to the best estimates available, which are based 
compilations of reports from federal, state 
a position to furnish reliable data on the su 


ing to avoid duplications. This chart shows 


addition among the general population fron 
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one in 3,500 at the present time It is believed that these hneures 


as accurate as are humanly obtainable. Substantial progress has | 


nade in curtailing the illicit narcotic drug trafh« 
‘s and in reducing the evil of drug addictior 
( 
ite: In substance, the chart showed the 
there were approximately 150,000 narcotic addicts 
: The number rose to nearly 200,000 just before 1915 
arrison Act was passed. It drop about 190,000 
next two years it rose again, to about 195,000 wl 
1922 fter that time, the nun 
1936, when there were 60,000 addi 
perso lt continued to drop quite sharply until 
were some 22,000 addicts in the United States 
very slowly to a low of just under 20,000, in 1946 


1 


had risen sharply—to about 55,000. It continued to 


then until 1951, when it was back to 60,000, and th 
passed. By 1957, it had dropped back to about 44,000 
Superimposed on the chart were the 
comments 
Causes di 1900 1915 (] ( hine s¢ 
Civil War opium eaters, (3) invention and uss 
(4) opium, marijuana and heroin freely avail 
duced as cure for morphine, (6) opiates as cure 
opium content of patent medicines, (8) opiates only 
laudanum:; 1945-1946: (1) alii ‘roin. diversiot 
Communist traffic, (3) Turkish, 
(4) hi 


caine diversion. 1946-1948. (6) reduced enforcement 


it penalties (heavy penalties enacted 195 


el 


of Narcotics training school established 1956 
linquents 


w Trafic Has Been Supplied.—1900-1915 l 
manufactured drugs, (2) Chinese, Persian and Indian sn 
1920 1) doctors, (2) illegal purchases from pharmaci 
clinics, (4) diversion from factories and wholesalers 
Near East opium, (6) Peruvian, Bolivian and Japanese cocat 
1940: imports from manufacturers in Switzerland, Germany 
etc. (smuggling), (2) production of Japanese heroin and morpl 
(3) prescription forgeries and wholesalers’ diversion, (4) small drug 


store larcenies, (5) India, China and Near East opium, (6 
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manufacture to world medical needs putting accent on clandestine 
factories in Europe and Near East, (7) clandestine manufacture oi 
heroin and morphine in Europe and Near East; 1940 to date: (1) 
Turkish, Lebanese, Syrian, Chinese, Italian and French heroin, (2) 
Mexican heroin (California), (3) Mexican opium, (4) drugstore rob 
beries, thefts and prescription forgeries 

Characteristics.—1900-19 
day, some 20 to 40 grains, ( 
common ; 1925-1940: (1) light habits, (2) cocaine disappears, (3) five 


male to one female, (4) opium-smoking on wane; 1946-1950: fairly 
1950 to 


5: (1) heavy habits—two to ten grains pet 


? 
? 


) many cocaine users, (3) opium-smoking 


heavy habits; 1946 to date: heroin addiction predominating 
date: very light habits 

{ddiction 1900-1945: predominantly Caucasian and Chinese; 1945 
to date: majority Negro and Puerto Rican—Chi 

Why Present Rate of Addiction Is On 
trol Act (1956), (2) increased enforcement 


major cities. | 


Disadvantages of Rationing Plan 

To substitute, for the present policy, a plan of rat 
addicts a regular supply of the drug of addictior 
official recognition that the evil of drug addiction 
and thus inevitably increased, representing 
evil that has never been characteristic of 
medical profession in the United States 
cotic Addiction to the American Medical 


mental health stated 


addicts, 
undergo 
rapyv as lor lrugs are supplied t 
The council also noted that the proposals 
based in part on the idea that, in the United State 
chiefly by deliberate proselyting of new addicts 
the illicit narcotic markets. But the council foun 


nsive, 
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Why Most Addicts Take Drugs 
The council commented upon the implication in the clinic 


that the majority of addicts take drugs primarily to preve: 
drawal symptoms and that the majority of addicts would 
with the minimum quantity of drugs which would achieve 


] 


he council considered this implication doubtful, statin 


o 
~ 


In the President’s Interdepartmental Committee Rep« 
es, dated February 1, 1956, the following recommendatio1 


others, was made 


In 1955, a subcommittee of the Senate Judicia 


1 


under the chairmanship of Senator Price Daniel, and 

of the House of Representatives Ways and Means Committee, unde 
the chairmanship of Representative Hale Boggs, held extensive heat 
ings at various places within the United States and collected a great 
deal of evidence respecting the traffic in narcotic drugs, and the causes 
treatment and rehabilitation of drugs addicts. All persons intereste: 


in the subject and desiring to testify, including proponents of the 


so-called rationing plan for addicts, were attorded the opportunity to 


state their views for the information and records of the respective 
subcommittees. It is interesting to note that each of the medic: 
experts who, among them, had supervised the treatment of 

of addicts while stationed at the United States Publi 

Hospital at Lexington, Kentucky, stated in substance that he w 

be firmly opposed to the idea of furnishing drugs to addicts merely 
for the maintenance of their addiction, and this group included such 
nationally known experts as Doctors Isbell, Lowry, Himmelsbach 


and Trautman 
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I am given to understand by the experts that the withdray 
the drug of addiction from the addict while in a properly equipped 
institution presents no great problem, but that lasting rehabilitation is 


much more difficult. The Council on Mental Health of the American 


Medical Association evidently agrees with this view, for it recom 


mends, besides institutional care, the development of programs 


intensive postinstitutior al treatment of sup 
l services, vocational rehabilitation 
psychotherapy to addicts for adequate periods 


of various socia 


trom institutions. The same recommendation, 1 
by both Congressional subcommittees investigat 
fortunately, there is little evidence as vet 


cal communities of effective facilities for p 


the cured addict, although the subcommittees 


} 


-w, later expressed \ 


tensive postinstitutional care could conceivably 


ment in results in the treatment of addictio1 


Senate Subcommittee’s Conclusion 


Che subcommittee of the Senate Tudiciar ommittee 


fully hearing all discussion pro and con relating to the proy 


establish service clinics to supply drugs to four 


reported the following conclusion 


nalterably 


nant 


[The End] 


© FDA v. LADIES OF AMERICA 
Seventeen val-ti olors, used principally in 
and Drug Administr: 
and cosmetics, und 
15. On the basis 
colors cannot b 
ducts intended for intet 


ay enter the digestive system 








Judicial Progress in 1958 


The Assistant General Counsel for Food and Drugs, United 
States Department of Health, Education, and Welfare, Sur- 
veys Various Aspects of Federal Enforcement. He Addressed 
the New York State Bar Meeting in New York City January 28 


é i HE HIGHLIGHTS of enforcement in 1958 are not to be found 
in the reported decisions. These were few in number and, aside 
from the United States Supreme Court's decision in the coal-tar color 
case, had relatively little long-range significance. Rather, I believe 
we must look deeper into the cases that were settled at the trial level 
and to the cases that are still in their developmental stages or in the 


process of judicial review 


While, in the Supreme Court, the coal-tar color case has | 
decided in our favor and the Court has taken one of our illegal drug 
sales cases for review, the latter case has no important food and drug 
implications at all. The grant of certiorari was limited to a 
question—whether the trial judge should have declared a mistrial 
when it appeared that several jurors had read a news story about the 
defendant's background, prior convictions in state proceedings, and 
his wife’s prior conviction. 

} 


mut i 


The United States Court of Appeals decided three cases 
one it was simply held in a brief opinion that the evidence sustained a 
conviction for shipping decomposed eggs; the other two involved 
technical questions arising in the disposition and relabeling of con 
demned drugs. 

In the United States District Court, we had one important re 
ported decision applying the new-drug provisions and two decisions 
involving the question of whether a voluntary stipulation with the 


Post Office Department agreeing to discontinue fraudulent misrepre 


? 4 QR 





answer written int 


By WILLIAM W. GOODRICH 





required as a matter 


t seizure proceedings that 


three decisions precip 


| 
by claimants as reasons 
terrogatories serye¢ dl 
questions would have 

ions, having no such 


who would not be in 


sustained the bel 

ind Welfare that coa 
may not be listed 

icted use on toods drugs 
rmless, they may not b 
that there is no authority 

toxic colors so to 


rr we have found to be 


which aftirmed the 
and Welfare delisti 


and cosmetic list 


249 
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lication in the Federal Register another final order delisting four yellow 
colors. This order, which becomes effective 90 days after its pub 
lication, was issued without a public hearing because the objections 
and the request for such a hearing asked the Secretary to conclude that 
coal-tar colors, though toxic, are harmless ones if they can be used 
in safe amounts in one or more foods—a finding we could not make 
under the law as it has been construed in the Supreme Court decision. 
Since no purpose other than delay could possibly be served by a futile 
hearing seeking the promulgation of regulations that are plainly beyond 
our authority, the Department concluded that the request for a hearing 
would not be granted. 

Another speaker is scheduled to discuss this case, so I will defer 
to him on its details. 

This final adjudication by the Supreme Court has settled a long 
drawn-out controversy. Industry and government alike are now 


agreed that fresh Congressional guidance is needed as to national 


policy on color additives. Congress will be asked to decide whether 


colors themselves toxic, but which can be used safely in foods under 
tolerances, shall be permitted and whether the rule of great caution 
of existing law can safely be modified. On the immediate problem of 
orange color for oranges, bills already have been introduced to author 
ize the certification and use of a new color within tolerance limitations ; 
Congress undoubtedly will consider these bills before the March 1 


deadline for the complete elimination of Red No. 32. 


Cases Decided in Federal Courts of Appeals 


U. S. v. Miller, Judge, United States District Court, Arkansas, and 
Mountain Valley Sales Company, CCH Foop Druc Law Reports 
7442, and Buticaps, Inc. v. U. S.. CCH Foop Druc Cosmetic Law 
Reports ¥ 7432, were the only significant courts of appeals decisions 

The United States Court of Appeals for the Eighth Circuit, on the 
government's petition for a writ of mandamus to require the district 
judge to follow the court’s mandate, supported us in our contention 
that a jury verdict in the claimant’s favor based on erroneous instruc 
tions, which never should have been given in the first place, could not 
be relied upon after the remand to support a partial judgment in claim 
ant’s favor. Since the trial judge should have taken the case from the 
jury and instructed a verdict in the government’s favor, the verdict 
and judgment based on it both were nullities after the case was 


reversed. 
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The Buticaps opinion apparently holds that where a decree of condem 
nation has been entered on the claimant’s admission of some, but not 
all, of the alleged misbrandings, the claimant is entitled to a due-process 
hearing before the court on any disputes that may arise between it and 
the government as to what is proper relabeling. The opinion, how 
ever, is far from clear. When the case was returned to the district 
court on the remand, we offered to prove the alleged misbranding 
that had not previously been admitted, but the claimant withdrew its 
claim, stipulated that it had discontinued distribution of the challenged 
drug, and agreed to its destruction. Thus, we have no real resolution 
of this complex problem whether, after an article has been forfeited 
to the United States on admitted falsehoods in its labeling, the claim 
ant retains a right to a judicial determination of what will be proper 
relabeling for the future distribution of the drug. Prior to this de 
cision, we had regarded it as settled that relabeling was to be super 
vised by FDA rather than the court and that the court retained 


jurisdiction to protect the claimant against arbitrary administrative 


action 
The new decision in Merritt Corporation v. I 
Foop Dre I LAW Reports { 7462, is worthy of brief mention 


\ firm sued for an injunction to prevent multiple seizures of its drug, 


an acne stick using neomycin sulfate as the principle active ingredient 
The injunction was denied and the case dismissed on the government's 
motion when the court found that there was a genuine difference of 
opinion among medical experts as to whether topical neomycin sulfate 
afe for the long-term treatment necessary in the management of 
g as such a difference of opinion exists, the court held, a 
| 


; 
drug cannot be one that is generally recognized as safe This means 


1e So lor 


that any real dispute among experts on whether a drug is or is not 


generally recognized as safe under the conditions of its proposed use 
I 


1] 


will classifv the drug as a new drug, in 1 statutory sense, even 


Is re garded as entirely 


thoug 1 under other conditions of use the d 


Sate 
This decision is important not only with respect to what is a new 


drug, but also in the administration of the pesticide-chemicals amend 


ment of 1954 and the food-additives amendment of 1958 Phe defini 


tions in both amendments have borrowed the idea of pe neral recognition 
of safety ami ny qualified experts 

Turning from the reported decisions to the cases that were 
settled by default or by consent decrees, and to some that are in vari 
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Is 


stages of development, we find that the Food and Drug Admit 
tration ventured into several new fields of enforcement in 1958 


Seizures—Devices, Drugs 


Judging from our seizure experience, the 


\merican who tends to be on the plump side is wel 


to wresting the title of the “shook generatiol AW: 
We have seized, | believe, every kind ( 


in devise Chere were shal 


; 


agers ) 
that the mind of man c: 
tresses, belts, tables, chairs, head re 
few models entered the market 

some were re serious diseases 


thirteen 


a home show 
gerated 


rheuma 


and 


nie physician i 
stimulant drugs at 25,000 per weel 
sold them to one of the ruck driver 
lot of 10.000. and confided could make $1,000 per 


n him that he 


bv devoting full time to this illegal trade 
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Another Georgia physician was convicted in two district courts 
for similar violations. In California, three physicians were convicted 
after trial by jury, of conspiracy to violate the Federal Food, Drug, 
and Cosmetic Act and of substantive violations for making indis 
criminate sales to addicts and others of both amphetamines and barbi 
turates. In Dallas, however, a physician was acquitted when the trial 


judge instructed the jury members that if they believed the inspectors 
had represented themselves to the defendant as truck drivers and 


requested amphetamines to help them stay awake, the defendant had 


been entrapped 


Our long campaign against the Hoxsey Cancer ¢ 


sylvania was brought to a close—at least temporarily 


when, to avoid prosecutiol for eriminal contempt ot 


entered earlier, the promoters closed the clini 


Seizures—Foods 


New fields of enforcement against violative foods included a cam 


il 


nst incubator-reject eggs—which Commissioner Larrick 


y 
~ 


paign agal 


has mentioned—and a modest new be iw agai slack-filled 
packages. Che incubator-reject cases involve tast legal footwork 


Means have been devised to prepare and file libels and to ha process 


issued while the trucks are en route trom hatchery t 


and from breaking plant to destination Che wheels o 


so tast in one case that the marshall seized 237 ( 
live chicks which hatched in the truck. The 
seizure of the chicks \ number of these 


tested, the key case having been tried in Cl 
slack-fill case, recent \ filed, alleges that packages of cho 
mints are misbranded because the candy occupies [less 


volume of the container and that unnecessary paper di 


package. In the past these cases have been hard 


the new seizure was undertaken only after thoroug! 


Commissioner Larrick has said that enforcement 


per cent and that there has been a substantial increa 


spections The Administration’s modest new growth is already show 


itself in enforcement his growth, we hope, will continue, with 


better protection Tor the consumer and for honest business against its 


dishonest competitors. [The End] 





Recent Developments 


on the Food—-Additives Front= 


URING the eight years that a food-additives bill was hatching } 

the Congressional incubator, it was uncertain whether it would 
finally emerge from the egg as a would-be dove of peace or as 
insidious snake in the grass. The creature finally saw the light of day 
in the closing days of the Eighty-fifth Congress, and 


differ as to what it most resembles 


The food-additives amendment (Public Law 85-929) 
into law on September 6, 1958. It was patterned principally af 
so-called “Administration bill” (H. R. 13254). On November 24 
25, what amounted to a public dedication ceremony was held 
Washington in the form of a two-day conference sponsored jointh 
by the Food and Drug Administration and The Food Law Institute 
On this occasion, various members of the administrative a1 
statfts of the Food and Drug Administration took occasior 
spec ial aspects of the new law Their interpretation of t 
of the various sections was presented in part in the form 
definitions and procedural and interpretative regulations, prepubli 
tion copies of which were distributed at the conference. Scientists 
representing the food and chemical industries and the Food Protectio1 
Committee of the National Research Council presented papers stress 
ing the problems these industries will have to face, and offered imme 
diate and prospective guidance toward their solutions. Participa: 
in the conference were then given an opportunity to direct 
spokesmen for the Food and Drug Administration written que 
many of which were answered from the podium. The prepared 
appeared in the December, 1958 Issue ot Foop DRt G COsM] 
JoURNAL and an edited version of the questions and answers 


lished in the succeeding issue 





By BERNARD L. OSER 





The President of Food Research Labora- 
tories, Inc., Presented This Address at 
the Annual Meeting of the New York State 
Bar, Held in New York City on January 28 


Fabian Bachraci 


Congressional statements and public releases accon 


} 


I to provide adde 


amendment emphasize its dual purpose, name 


1 
yor 1¢ 
= | 


tection for the health of consumers and to aid 


mn additives WW 


~ 


by removing unnecessary restrictions 
3 used There is little 
found impact u 
of technology than 
industries have, for 
prior testing of 


\dmini 


omment 
nce thes rey 


perhaps premature 


the tood-additives 


quarterback and const 


ided by Congress 
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Testing Requirements for New Food Additives 


Under this law, all new food additives must be subjected to ani 
mal tests for safety prior to use. The necessity for this provision 
was never a matter of serious dispute. However, the line was drawn 
between whether the manufacturer of the food additive should be 
required simply to notify the Administration of the intended use, 
subject to the right of the government to enjoin the use upon a show 
ing of a lack of safety, or whether the Administration should have the 
authority to give approval (so-called “licensing”) prior to use. In 
etfect, Congress adopted the latter procedure but, instead of providing 
for individual licensing as in the case of new drugs, the food-additives 
amendment adopted a system of control by regulations which govern 


not only the petitioner, but any user of the new additive 


With respect to the so-called “grandfather clause,” views ranged 
between two extremes—one being that any food additive in use prior 
to a specified date should be exempt from the Act, the other that all 


food additives, including those that have been in use for many years, 


should be subject to the new criteria for proof of safety \s finally 


adopted, the amendment makes little concession in the way of a 
grandfather clause. By definition, any food additive which is genet 
ally recognized by qualified experts as safe under its conditions of 
intended use is exempt. The criterion for exemption is a judgment 
based on “scientific procedures” (which in effect means animal toxicity 
tests) but, in the case of additives in use prior to January 1, 1958, 
“experience in common use in food” may also be considered as an 
alternative or in addition to scientific procedures. If there be a grand 
father clause, this is it. That an exemption granted under this pro 
vision would have no real permanence is indicated by the proposed 
procedure for amending or repealing regulations, which specifies that 
the Commissioner can: 

his own initiative or on request from an interested person ushing 

iable grounds therefor . proposed the issuance of a regulation amen 


repealing a regulation pertaining to a ftood additive or granting 
, 


repealing an exemption for h tood additive 


Issue of FDA's Right to Determine Functional Value 


Much of the debate during the Congressional hearings on the bill 
was centered around the aim of FDA to reserve the right to deter 
mine whether a proposed new additive possessed functional value. 


This issue was resolved by the adoption, in substance, of a procedure 
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suggested by this writer last year. In the case of an additive for which 
a tolerance limitation is required to assure its safe use—and in such 
cases only—the Secretary must evaluate data establishing that the 
additive will accomplish its intended physical or other technical effect 
The tolerance limit is then established at a level no higher than he 
finds to be reasonably required for the intended purpose. In othe 
words, it is not within the province of the Secretary to evaluate the 
benefit resulting from the intended use of a new additive, but merely 
to determine—from a fair evaluation of all the data before him 

whether the additive will in fact have the effect claimed for it, and 


then only in cases where tolerance limitations are necessary 


[It is hardly necessary for me to confess my incompetence 
cuss the pros and cons of the various processes for judici 
proposed in the evolution of this legislation. Suffice 
among the proposals were de novo trial in the federal dist 
involving testimony and cross-examination of witnesses, petitions for 
declaratory judgment, or review by the court of 
findings of fact by the Secretary if supported by 
of record. The amendment as finally enacted provi 

‘wo in the court of appeals in which the finding 
Secretary “shall be sustained if based upor 


entire record” at the prior hearing 


Referral Provision Eliminated from Bill 


The provision for the referral of a scientific dispute 
committee of independent experts, as contained the 
ment regulating pesticide residues, was supported by 
Drug Administration and, to a considerable extent, | 


ists. However, the strong opposition of a sma 
ment of industry resulted in the last-minute 
vd 


section of the Dit as drafted by the committe 


House 


Time will tell whether rejection of thi 


of scientific interpretations of the Food and Drug 


prior to adjudication in the court of appe: 

dent judgment. The etfectiveness of the sci 

ing highly technical issues of this sort was emphasized 
address before the American Chemical 


s1ronel John \\ Harvey as a means of 
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litigation. Inasmuch‘ as questions of toxicological interpretation 
common to both pesticide and food-additive evaluations—are often at 
the core of these disagreements, the coming years will provide a 
controlled test of the relative merit of referral to ad hoc committees 
v. direct appeal to the judiciary. 


Whereas the safety-testing criteria contained in all the proposed 


food-additives bills required the consideration of potential carcinogen 
icity as well as “other potentialities for harm,” only one bill required 
that reports of investigations specifically directed toward establishing 
noncarcinogenicity be included in any application for the use 

new food additive. This requirement was not spelled out in the Ad 
ministration bill, since it was felt that there was no necessity for 
singling out cancer for particular mention in the law. In his 

mony before the House Subcommittee on Health and Safety, Com 


missioner George P. Larrick pointed out that high blood pressure 


destruction of the blood-forming elements of the body, and productior 


t 


of diabetes, nephritis or other disorders were equally important 


iderations in evaluating potentiality for harm 


Aspect of Law Where Difficulty Will Probably Arise 


Despite this sound reasoning, 1t became necessary at the 
tive bargaining table to yield to Representative Delaney’s in 
on a cancer provision in order to gain passage of the bill 
session of Cong 


be permitted for a food additive which, upon 


ress. The amendment provides that no tol 


animal, is found to induce cancer. This is quite dift 
Ing that every additive be subjected to specihe 
genicity because the prohibition applies only when 
is made. The statute places no limitation upon the speci 

in which the effect is induced nor upon the time or dosage 
to induce it. However, the amendment contains an addition: 
sion whereby any test deemed appropriate for demonstr: 
tion of cancer in man or animals may be used as a basis for 


; 


a tolerance. The facts that there is no clear definition of 


( 
experts are not agreed on the distinction between benign 

nant tumors or on the validity of translating certain types of anin 
data to man, and that practicable and reliable experimental methods 
for revealing the cancer-inducing propensity of substances are lacking 


will doubtless make this aspect of the new law a difficult one to 


administer or to live under, at least in the immediate future 
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\s has already been indicated, the period within which comments 
may be filed on the proposed definitions and regulations under the 
food-additives amendment has been extended to February 7, 1959 
The subject of some of these comments are a matter of rather general 
knowledge to this audience and the industries with which they are 
concerned. Accompanying the proposed regulations was Subpart B, 
“Exemption of Certain Food Additives from the Requirement of 
Tolerances.” This is described as a partial list of those substances 
believed to be generally recognized as safe by qualified experts 
Thus an opportunity exists for review and comment. While the list 
includes many additives in current use which do not require the 
lishment of tolerance limitations, it also includes a number 


t ] 


stances for which tolerances are in fact stated. It has 


CCl 
with great interest by industry despite many omissions 
less will be corrected when the list is finally promulgated 
The proposed list omitted flavoring substances pen 
ation of a suggested exempt list being prepared by 
extract Manufacturers Association at the request o 


Drug Administration. If one bears in mind the sho 


FDA has had to develop such a list and the understanding 


a partial one, it represents an excellent start 


y industry where it stands in the matter of 


ims 
see - 


Suggestions for Publication of Proposed Exemptions 


exemption of additives 
be safe on the basis of 
the means for determining 
at the meeting in Novemb« 
er, followed by the 30-day pet 
uld provide the opportunity for qualified « 
y objections they might have. If there 
assumed that the position reflected in the regulat 
accepted one However, the Federal Regist 


the 


cientistSs amons l mstant readers: 
lished there \ the attention 


indeed 


Publication in a reputable scientific jo 
a means of obtaining general recognition, 


a reasonable time, there was no refutation 
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assume the reported findings or opinions to have gained general 1 


O¢ 


ognition. Publication in the scientific literature, which implies prior 


critical review and evaluation, does indeed lend stature to resea 
reports However, it is presumptuous to regard nonrefutation 
equivalent to general acceptance. That other approaches to the est 
lishment of general recognition of qualified experts will doubtless 
made is indicated by the fact that FDA is soliciting the aid of scient 
and professional organizations toward assembling lists of expe 


qualified to express opinions relative to the safety of food addit 


\lthough comments directed to FDA on the proposed regulati 


have not been publicized, it is understood that exception has 


I } l 


as 
ab 
be 


ii 


et 


eS 


taken by various groups and individuals to certain of the interpretati 


tions. Some question has been raised as to whether the defi 
“safe” in paragraph 121.1(b) which requires that there be “ 


ing evidence that no harm can come from the intended use of 


_ 


additive” is equivalent to the “reasonable certainty that no harm w 


result” concept expressed in the report of the Congressional 
mittee which accompanied the bill 


The application of a 100-to-one “safety ratio” between the “mi: 
' 


mum amount” of a food additive “demonstrated to be without h: 


iXI 


irm 


to experimental animals” and the tolerance level (paragraph 121.5) 


has been criticized on several grounds, notwithstanding the qualifs 
statement that this rule will be applied “except when the circ 
stances of the particular Case require a ditterent treatment 
Arguments Against Application of ‘‘100-to-One 
‘Safety Ratio''’ Proposal 


\mong the arguments against this proposal 


First, mathematical rationalization advanced 


trary safety factor is no substitute for sound scie 
on the facts in each particular case. These con 
nature of the additive, the relation of the to 
dosage, and the conditions of intended use 

Second, maximum no-harm levels in ant 
establish with any degree of precision and are uncertat 
any case, if no-etfect levels are to form the basis for fixing 
cognizance should be taken of the conventional pharma 
cedure of extrapolation of dose-response data in arriving 


mates 


mo 


im 
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Third, reference to a safety ratio should clearly set forth that it 
applies to the relation between the largest tolerated dosage for ani 
mals and the anticipated safe dosage for man, both expressed in the 
same terms. Because of differences in food intake with age and 
and between species, it is reasonable and customary to trai 
responses between species on a dose per unit body weight basis 
is incorrect therefore to use a safety factor to relate a tolerated die 
level in an animal to a tolerance limitation in any particular 
without evaluating its relation to the diet as a whole. The importa 
of considering anticipated dietary levels and patterns of consumpti 
in establishing safe tolerances has been stressed by several comm 
tators. Such factors as the nature of the food or foods containing 


additive, the frequency and duration of ingestion compared to tl 


proportion of the life cycle of the animal used in the investigator 


the population groups likely to be affected, and s 


~~ 


weighed in setting safe limits for food additives 
~s Nn 


National Academy of Sciences-National Research 
Council Recommendation 


The proposal to apply the safety criteria outlined in a spe 
publication of the National \cademy of Sciences-National Resear 
Council (paragraph 121.6) met with the disfavor of the committ 
itself as well as of others. This proposal appeared to be contrary 
the recommendation of experts invited to testify before the ( 
sional subcommittee that toxicological procedures nm 
by statutory enactment. As now worded is 
petitioner who relies on methods other than tho 
gation of demonstrating that these methods giv« 
reliable results.” This could require testing by both his 
and those of the National Research Council. It is expectes 
will acquiesce to the food protection committee's sugg 
paragraph be redratted to emphasize, first, that the general 
laid down in current publications of the National Resear 
will be used for guidance only and, furthermore, that 
evidence from whatever source justifies the belief that method 
ent from those described therein should give resul 
might be expected from National Research Council 


would be ace eptable 


The amendment provides that no regulation permitting 


of a food additive shall issue if a fair evaluation 
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that its proposed use would promote deception of the consumer ot 
otherwise result in adulteration or misbranding. To the nonlegal 
mind this appears to be a somewhat gratuitous provision. Proposed 
regulation 121.8(c), however, extends this idea by stating that no 
additive will be allowed in a standardized food unless the evidence 


demonstrates that its use will promote honesty and fair dealing 


Granting 


~ 


that this is the basic purpose of defining and standardizing 
foods, it requires a long stretch of the imagination to visualize how 
individual ingredients in food, whether they be mandatory or optiona 


can of themselves promote honesty and fair dealing. It would seem 


that the standard as a whole establishes the economi Integrity 


ods rather than their components or additives 


In presenting a few items in the proposed regulations whicl 


the subject of comment by food technologists and scie 


| do not wish to convey the impressior 


proposal t | the targe f objection « oa 
Neverthele me welcomes the opportunity 
and criticism of pending rules 
of FDA for reducing to practice 
ained in the food-additives amendmen 
maintaining a proper perspective on the 
ely, to protect public health while aiding; 
progress—the Administration can avoid making 


» < 


dificult than it need be. A too-punctilious o1 
‘ ] 


[The End] 


; 


of the law could make it impracticable for gov 


1,] 
IKC 


© FOODS—PRICE DISCRIMINATION, BROKERAGE FEES * 


Biscuit products . a. lling biscuit product food 


¢ wh vere Classined 


Food products 
bited trom paying 
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Our Self-Defeating 


Pharmacy Laws 


By ROBERT L. SWAIN 


The Editor of Drug Trade News Examines the Need for Having Practice of 
Pharmacy Defined to Embrace the Pharmacist's Major Functions and to Give 
Effect to Distributional Functions for Which He Has Been Properly Trained. 
This Paper Was Delivered at the January Meeting of the New York State Bar 


T HE restrictive-sales controversy which has | 
the profession of pharmacy and the manuf 
proprietary medicines, has attained volumino 
portions. There is no need to give the argumet 
at they are impressive and formidable 
The controversy has, fortunately, p 
strengths and weaknesses of stat 
the distribution of drugs a1 
health involved, and the 


it the pharmacy professior 


ely” because the contr 

purposes, got out of bounds, and this meat 

whole subject received orderly and 

therwise, the practice ol pharma \ 

drugs and medicines may so deterio 

damage will occur not only to the par 
h] 
puoi as we 


From an enforcement and admin 


tions facing boards of pharmacy may be s 


What is a drug When is a drug not a drug 


> 


J ») 
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“patent and proprietary medicines’? To what extent do modern 
therapeutic products, offered directly to the public in fully prepared 
and packaged form and bearing adequate directions for use, tend to 
merge into the classification of patent and proprietary medicines 
largely because, in the construction of our pharmacy laws, they do 


not appropriately fit in anywhere else? 


How Questions First Arose 

These questions owe their origin largely to two things 

First, several decades ago, when state pharmacy laws were first 
enacted, while the distribution of drugs was limited to registered 
pharmacists and there were no limitations upon the distribution of 
patent and proprietary medicines so far as the nature of the distribu 
tors themselves was concerned, neither of these terms was defined 
by statute. 

The legislatures were of the view that the term “drug” and the 
term “patent and proprietary medicines” were so well understood and 
so well accepted that there was no need to attempt any statutory 
definition of them 

There was little change over the years in the usual category of 
products known as “drugs.” “Therapeutic research,” as we know the 
term, was yet some years in the future. There were very few drugs 
in the way of new ones. The pattern was more or less fixed and the 
field largely static. 

The same held true for patent and proprietary medicines. While 
new ones came upon the market from time to time and older ones 
faded out, the norm remained constant. The pattern varied only 
slightly, and the impact of these products upon the public mind 
remained pretty well fixed year after year. 

The legislatures, on the whole, would seem justified at that earl) 
time in refraining from defining either “drugs” or “patent and 


proprietary medicines,’ simply because custom, usage and home-spun 


experience had fairly well charted a line of demarcation between the 


two. The public understood this, and the legislatures apparently sa 
no reason to attempt something for which there was no need 
which thus presented no problem 

This situation prevailed until the Food and Drugs Act was passed 


in 1906, which did give a statutory definition of the term “drug,” which 


has been adopted by many state pharmacy acts and is the guiding 
17 


term, irrespective of whether it 1s actually adopted verbatim by a 
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pharmacy laws. However, for all practical purposes, the term “patent 


or proprietary medicines” is still undefined 

Second, within a relatively short time there has come upon the 
scene a class of highly important drug products now referred to as 
“OTC” (an abbreviation for over-the-counter) products hese 
drugs once bore the prescription legend, which means that under the 
Act, their lawful distributior 


Federal Food, Drug, and Cosmeti 
learned of these 


was limited to prescription. However, as more was 


drugs and as their safety for use without prescription 


they were required to be marketed without the prescription 


and thus became OTC products 


was established 


legend 
- I 


These “OTC products,” as 
promoted t bli Their distril 
limited to retail drug stores or pharmacies 
rcement and administrati 


products has contre 
with a difficult and relatively new prol 


Vv medici 
product ich con fully prepa 
sumer ust 


over 
te 


prac kage ( 


far as distributi oneerned, no d 
other thar lem to the purchaser 

In this respect, OTC products are 
fully ‘pared and packaged, a1 
sumer 


Imposed 


it has 


tributir 


sharply c to the methods 


distributi patent and proprietary 1 


noted tha vhile the category ot d 
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letter and spirit of the pharmacy laws, may be said to be of declining 
importance, the exempt category is gaining in volume and importance, 
month by month. By this we mean that there are several hundred 
new therapeutic products introduced on the market every year. Most 
of these originally bore the prescription legend and, hence, were dis- 
tributed only on prescription by registered pharmacists 

In due course, however, many of these drug products are released 
from the prescription limitation and become OTC drugs—which is 
merely another way of saying that every year many of the erstwhile 
prescription-legend drugs become nonlegend drugs, and these become 
lively candidates for the status of patent and proprietary medicines, 
either through default or fault in our pharmacy laws. In other words 
it may be said that the tail is wagging the dog, as the exemptions have 
become the most important provisions of these laws 

[f a nonpharmacy dealer is accused of distributing some of these 
OTC drugs, the board confronts the court with the duty of determin 


ing whether the OTC product is within the exemptions afforded patent 
or proprietary medicines. It is feared that, in the absence of any 
statutory yardstick, the court would have no basis for differentiating, 
so far as mere distribution is concerned, between drugs in the OT 
classification and those generally referred to as patent or proprietary 
medicines 

Remedial Proposals 


Faced with this situation, the profession of pharmacy, as true 
of some of the other segments of the drug industry, has been giving 
consideration to means of amending or rewriting the pharmacy laws 
so as to restrict the distribution of OTC products to pharmacists who 
because of their training and knowledge of the make-up of these prod 


ucts, are the ones best qualified safely to make them available to the 


public. This concept has been approved in principle by the National 


Drug Trade Conference, which is made up of representatives of all of 


the national drug and pharmaceutical associations in the country 

Consideration has also been given to other proposals, such as 
the enactment of state laws giving pharmacists what would amount 
It is 


t 


to virtually exclusive distribution of drugs and medicines 
insisted that inasmuch as all products used for the cure, mitigation 
and treatment of disease are drugs, these products cannot logically be 
referred to as “commodities.” They are health-care products, and 
their distribution should be limited to persons especially trained for 


this duty. 
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Another view is that inasmuch as fully packaged and properly 
labeled drug products do not impose any duty upon the distributor 
so far as mere distribution is concerned, there is no justification for 
limiting their distribution to pharmacists, and that they may be safely 
distributed by dealers of any kind. 

A more moderate view calls for legislation which would segregate 
OTC products into a new statutory classification, the distribution of 
which would be limited to pharmacists. This view is not antagonisti 
to the traditional means of distributing patent or proprietary medi 
cines, but it seeks this new classification so as to prevent any further 
erosion of the distributional foundation of retail pharmacy, by limiting 
the distribution of these products to pharmacists whose professional 
knowledge would seem required in order to protect the public health 


and safety 


National Association of Boards Seeks Definition 
of Practice of Pharmacy 

There is now a move, under the auspices of the National Associ 
ation of Boards of Pharmacy, to define the practice of pharmacy in 
the light of the part drugs and medicines play in the over-all field of 
health and medical care. This definition would, in all probability, seek 
to include the distribution of drugs and medicines as constituting a 
part of the practice of pharmacy. 

The retail pharmacy, as is generally known, has become very 


y 


largely a distributional institution. This fundamental fact is centering 


pharmaceutical opinion upon the necessity of having the practice of 


pharmacy so defined as to embrace the major functions of the pharma 
cist and give effect to the distributional functions for which the phar 


macist has been properly and competently trained 


NARD Plan Would Ask Federal Legislation 

\ plan is now being considered by the National Associatio 
Retail Druggists which seeks federal legislation to classify 
those drug products which, as a matter of public safety, 
limited to professional hands. This is based upon the 
the Durham-Humphrey Amendment might be changed to « 
class of drug products 

\t the present time, the Durham-Humphrey Amendment 
vides for two classes of drug products—(1) those which bear the 


prescription legend, and thus may be distributed only on prescriptiot 
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] 


2) those which do not bear the legend. A third class, 


and | 
reference has been made, would carve out of the overt 

drug group a new classification, the distribution of which would 
limited to the pharmacist. It is pointed out that the Durham-] 
phrey Amendment does not limit the distribution of prescripti 
end drugs to any place but, through the effect of state pharmacy 
the distribution of prescription-legend drugs is limited to pharmaci 
and thus, more or less indirectly, distribution is confined to ret 
pharmacies 


It is held by some that a new classification could 


the Durham-Humphrey Amendment which would limit distri 


pharmacists and that this would work out pretty much as 
the case with the distribution of prescription-legend drugs 
g 


y with this whole nN 


It has also been suggested that in dealing his wl 


of the distribution of drug products direct to the public, the pur] 

of those who seek to restrict the distribution of OTC products 
pharmacist might well be served by giving unrestricted distribut 
only to those drug products which are advertised by the manufacture 
directly to the consumer for self-medication and home treatt 
This suggestion, however, has been assailed on the ground 


would empower the manufacturers, simply through the dey 
advertising, to determine matters of health, insofar as health 


be involved in the distribution of drugs and medicines 


Suggestion That Adequate Study Be Made 


The controlling thought in this whole “discussion, as fa 


speaker is concerned, is that the over-all matter of pharmacy | 
tion as it involves the distribution of drugs and medicines shou 
studied in the light of contemporary health needs and the expand 


field of health and medical care. As it was obviously the intenti 


the legislatures to surround the distribution of drugs with p1 
sional safeguards, there is every reason why modern pharmacy 
islation should be devoted to the same end 

There would seem to be neither logic nor good public polic 
restricting the distribution of drugs to pharmacists and then pert 
this legislative purpose to be frustrated by attributing to the 
“patent and proprietary medicines” meaning which was never 
tended, which the patent-and-proprietary-medicine industry does 
seek and against which the public welfare should be protected 


[The End] 





TITLE 21—-FOOD AND DRUGS 


CHAPTER I—FOOD AND DRUG ADMINISTRATION, 
DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE 


SUBCHAPTER B—FOOD AND FOOD PRODUCTS 
Part 121I—FOOD ADDITIVES 


DEFINITIONS AND PROCEDURAL AND 
INTERPRETATIVE REGULATIONS 


By virtue of the authority vested in the Secretary of Healt! 


Education, and Welfare by the Federal Food, Drug, and Cosmeti 
\ct (secs. 409, 701, 72 Stat. 1785, 52 Stat. 1055, as amended 72 Stat 
948; 21 U.S. C. 348, 371), and delegated to the Commissioner of Food 
and Drugs by the Secretary (23 F. R. 9500), and after having co 

sidered all comments on the proposed order published in the FED 
RAL REGISTER of December 9, 1958 (23 F. R. 9511), the following 


regulations are promulgated: 


SUBPART A—DEFINITIONS AND PROCEDURAI 
AND INTERPRETATIVE REGULATIONS 


Definitions and interpretations 
Pesticide chemicals in processed foods 
Substances added to food which are not generally recog 
nized as safe and substances that are generally recog 
nized as safe 
Polerances for related food additives 
Safety factors to be considered 
General principles for evaluating t 
ditives 
od additives for which new-drug app 
quired 
Food additives proposed for use in toods for which defi 
nitions and standards of identity have been prescril 
Food additives for which certification is required 
Petitions proposing regulations for food additives 
Withdrawal of petitions without prejudics 
Substantive amendments to petitions 
Effective date 


Objections to regulations and requests for hearings 


Y 
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See 

121.5 Public hearing; notice. 

ve Presiding officer 

121.58 Parties; burden of proof; appearances 

121.5 Request for stay of effectiveness of regulation pending a 
hearing 

12] Prehearing and other conferences. 

121. Submission of documents in advance of hearing 

121.62 Excerpts from documents. 

121.63 Submission and receipt of evidence 

121 Transcript of the testimony. 

121.65 Oral and written arguments 

121 Indexing of record. 

121.67 Certification of record 

121.68 Filing the record of the hearing 

121 Copies of the record of the hearing 

121.70 Proposed order after public hearing 

121 Final order after public hearing. 

121 \doption of regulation on initiative of Commissionet 

121.73 Judicial review 

121.74 Procedure for amending and repealing tolerance 
emptions from tolerances 


121.75 Exemption for investigational use 


\UTHORITY: §§ 121.1-121.75 issued under secs. 409, 701 
Stat. 1055, as amended 72 Stat. 948; 72 Stat. 1784: 21 U. S. C. 348, 371 


Interpret or apply secs. 201, 402, 72 Stat. 1784; 21 U. | 321, 342 


$121.1 Definitions and interpretations 

(a) “Secretary” means the Secretary of Health, Education 
Welfare 

(b) “Department” means the Department of Health, Educa 
and Welfare. 

(c) “Commissioner” means the Commissioner of Food and Drugs 

(d) As used in this part, the term “act” means the Federal Food, 
Drug, and Cosmetic Act approved June 25, 1938 (52 Stat. 1040 et seq 
as amended; 21 U.S. C. 301-392). 

(e) “Food additive” includes all substances not exempted by 
section 201(s) of the act, the intended use of which results or may 
reasonably be expected to result, directly or indirectly, either in their 


becoming a component of food or otherwise affecting the character 
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istics of food. A material used in the production of containers and 
packages is subject to the definition if it may reasonably be expected 
to become a component, or to affect the chara ‘TI ( dire: tly oO! 
indirectly of food packed in the containet , \ffecting the characte 
istics of food” does not include such physical effects as protecti1 


isturs 


contents of packages, preserving shape, and preventing mo 
If there is no migration of a packaging component f 
to the food, it does not become a component 
not a food addi , \ substance that does n 
of tood, but th is used, for example, in prep 
the food to give a different flavor, texturt 
the food, may be a food additive 

(f) “Common use in food” refers to consun 
by consumers, regardless of the number of 
produce it 

(g) The word “substance” in the definit 

includes a food or food component 

more ingredients 

(h) “Scientific procedures” include not only ori; 
’ and other scientific studies, but also an unprejudice: 
lation of reliable information, both favorable and unfay 
from the scientific literature 

(i) “Safe” means that there is convincing 
lishes with reasonable certainty that no harm 


intended use of the food additive 


CHENUCALS TH Proces 


When pesticide chemical residues occur 
to the use of raw agricultural commodities 
a pesticide chemical in conformity with an 
tolerance prescribed under section 408 o 
will not be regarded as adulterated 


practice has been tollowed in removing any residue fro 


cultural commodity in the processing (such as by peeling or wash 


ing) and so long is the concentration of the 

food when ready to eat is not greater than 

for the raw agricultural commodity. But wher 
residue in the processed food when ready to ea 
tolerance prescribed for the raw agricultural commodity, 


food is adulterated unless the higher concentration 
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tolerance obtained under section 409 of the act. For example, if fruit 
bearing a residue of 7 parts per million of DDT permitted on the raw 
agricultural commodity is dried and a residue in excess of 7 parts 
per million of DDT results on the dried fruit, the dehydrated fruit 
is adulterated unless the higher tolerance for DDT is authorized by 
the regulations in this part. Food that is itself ready to eat, and which 
contains a higher residue than allowed for the raw agricultural com 
modity, may not be legalized by blending or mixing with other foods 
to reduce the residue in the mixed food below the tolerance prescribed 
for the raw agricultural commodity. 

§ 121.3 Substances added to food which are not generally ri 
nized as safe and substances that are generally recognized as safe 

(a) In general, any substance added to food which has no history 


of common use as a food ingredient should be regarded as a substance 


that is not generally recognized as safe for its intended food use, for 


the purpose of sections 201(s) and 402(a)(2)(C) of the act, unless it 
has been scientifically tested and shown to be safe 

(b) Section 121.101 contains a partial list of substances that are 
generally recognized among experts qualified by scientific training and 
experience to evaluate the safety of such substances as ingredients 
in food as safe for such use under the conditions set forth in that 
section. No substance will be removed from this list, nor will the 
permitted conditions of use be modified, without prior notice and a 
statement of the reasons for the action. 

(c) Substances other than those listed in § 121.101 for which prior 
sanction or approval under the Federal Food, Drug, and Cosmetic Act 
has been given, are not listed. Upon written request, setting forth the 
specific product and a specific usage, the Commissioner will advise 
interested persons whether such use of such product has been sanc 
tioned or approved. Food additives sanctioned for use in foods for 
which standards of identity have been prescribed are listed in the 
standards. Except in the case of an imminent hazard to public health 
no prior sanction or approval will be withdrawn or modified without 
prior notice and a statement of the reasons for the action. Such notice 
and statement will be sent to the person to whom the sanction o1 
approval was granted and to any other person who has been advised 
concerning such sanction or approval, if practicable. Otherwise, the 
notice and statement will be published in the Federal Register 

(d) The Commissioner, upon written request, specifying the 


intended conditions of use and other pertinent information about a 
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substance, will advise an interested person whether in 
substance is a food additive 


; 


(e) The training and experience necessary to quali 
to evaluate the safety of food additives, for the purposes 


201(s) of the act, are sufficient training and experience 


~ 


medicine, pharmacology, physiology, toxicology, veterin: 


or other appropriate science to recognize and alui 


and ettects of chemical substances in the d 
§ 12] 


idditives that cause 
regarded as 
is having additive 


l additi 


tablished for such 


the amount of a common comport 


oy 
mia 


} 
ot 


| Dio 


iv be present, o1 


additives that may be present 


Where food additives from two 
same class are present in or on a food, the 
such additives shall be the same as that for 
lowest numerical tolerance 
methods that permit quantitative determi 
food additive present or unless it is shown 


reasonably required for the combined addi 


physical or technical effect for which 


intended and that the higher tolerance will 


(d) Where residues from two or more 
are present in or on a food and there are a 
mit quantitative determination of each residue 


bined residues that are within the tolerance may 
(1) Determine the quantity of each residue 
(2) Divide the quantity of each residuc 
would apply if it occurred alone, and multi 
the percentage of the permitted amount oft 
(3) Add tl e percentages so 


(4) rhe sum oft the per entages shall net 
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§ 121.5 Safety factors to be considered 

In accordance with section 409(c)(5)(C) of the act, the following 
safety factors will be applied in determining whether the proposed 
use of a food additive will be safe: Except where evidence is sub 


mitted which justifies use of a different safety factor, a safety factor 


in applying animal experimentation data to man of 100 to 1, will be 


used; that is, a food additive for use by man will not be granted 
tolerance that will exceed 1/100th of the maximum amount demon 


strated to be without harm to experimental animals 


$121.6 General principles for evaluating the safety of food additiz 


(a) In reaching a decision on any petition filed under section 409 
of the act, the Commissioner will give full consideration to the spe 
cific biological properties of the compound and the adequacy of the 
methods employed to demonstrate safety for the proposed use, and 
the Commissioner will be guided by the principles and procedures for 
establishing the safety of food additives stated in current publications 
of the National Academy of Sciences-National Research Council 
\ petition will not be denied, however, by reason of the petitioner's 
having followed procedures other than those outlined in the publi 
cations of the National Academy of Sciences-National Research Council 
if, from available evidence, the Commissioner finds that the procedures 
used give results as reliable as, or more reliable than, those reasonably 
to be expected from the use of the outlined procedures. In reachi 
a decision, the Commissioner will give due weight to the anticipated 
levels and patterns of consumption of the additive specified or reasor 
ably inferable. For the purposes of this section, the principles for 
evaluating safety of additives set forth in the above-mentioned publi 
cations will apply to any substance that may properly be classified as 


a food additive as defined in section 201(a) of the act. 


(b) Upon written request describing the proposed use of a1 
additive and the proposed experiments to determine its safety, the 
Commissioner will advise a person who wishes to establish the safety 
1] 


of a food additive whether he believes the experiments planned wi 


yield data adequate for an evaluation of the safety of the additive 


" 


§ 121.7 Food additives or pesticide chemicals for which new-drug 
applications are required 
(a) A substance that is a new drug within the meaning of se 


tion 201(p) of the act may also be a food additive within the meaning 
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of section 201(s) by reason of the fact that its intended use results or 
may reasonably be expected to result, directly or indirectly, in its o1 
its ingredients’ conversion products becoming a component or other 
wise affecting the characteristics of a food. When an application for 
a new drug that is intended for administration to a food-producing 
animal is submitted, it will also be evaluated under section 408 or 409 
of the act (giving due consideration to data previously filed by the 
applicant) when there is a reasonable possibility that a residue of 
the drug may be present or otherwise affect the characteristics of the 


edible products of such animals, and a regulation issued where neces 


sary. Where a substance is both a new drug and a food additive, the 


submission of a new-drug application in accordance with the regu 
lations appearing in Part 130 of this chapter will also be construed 
as a petition for the establishment of a regulation for the use of the 
substance as a food additive. A new-drug ; lication will not be 
permitted to become effective for a use that results in the substance 
becoming a food additive until a regulation is established under se: 
tion 408 or 409 of the act. A food-additive regulation under sectior 
4109 of the act will not be established when the additive results fr 
the use of a new drug for which a new-drug application cannot 
made effective. The new-drug application and the establishment 

a regulation respecting the food additive or pesticide chemical 


will be acted upon simultaneously 


(b) With respect to those uses of a new drug that result 
becoming a food additive, the provisions of these reg 
apply concerning the procedure to be followed in establishing a t 
additive regulation. Upon determination that a new-drug application 
contains a petition for the establishment of a food-additive regulati 
the New Drug Branch of the Food and Drug Administration shall 
so notify the applicant prior to the effective date of the application 
and shall inform him that his application with respect to the uses 
the new drug which result in its becoming a food additive will be 
processed under the regulations in this part. Upon the issuance 
the food-additive regulation, the New Drug Branch will notify 
applicant that his application 1s effective to the extent allowed by 
regulation. In the event the proceeding for the food-additive regu 
lation results in the denial of a regulation allowing the use of the new 
drug as a food additive, the applicant shall be notified that the refusal 


to permit his new-drug application to become effective is final with 
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respect to the use of the new drug for uses resulting in its becoming 
a food additive. 

§ 121.8 Food additives proposed for use in foods for which defi- 
nitions and standards of identity have been prescribed 

(a) Where a petition is received for the issuance or amendment 
of a regulation establishing a definition and standard of identity for 
a food under section 401 of the act, which proposes the inclusion of a 
food additive in such definition and standard of identity, the provi 
sions of those regulations shall apply with respect to the information 
that must be submitted with respect to the food additive. Since sec 
tion 409(b)(5) of the act requires that the Secretary publish notice 
of a petition for the establishment of a food-additive regulation within 
30 days after filing, notice of a petition relating to a definition and 
standard of identity shall also be published within that time limitation 
if it includes a request, so designated, for the establishment of a regu 
lation pertaining to a food additive. 

(b) If a petition for a definition and standard of identity con 
tains a proposal for a food-additive regulation, and the petitioner fails 


to designate it as such, the Commissioner, upon determining that the 


petition includes a proposal for a food-additive regulation, shall so 


notify the petitioner and shall thereafter proceed in accordance with 


the regulations in this part. 
(c) A regulation will not be issued allowing the use of a food 
additive in a food for which a definition and standard of identity is 


established, unless its issuance also complies with section 401 of the act. 


§ 121.9 Food additives for which certification is required 
(a) An antibiotic drug that is subject to the certification require 
ments of sections 502(1) and 507 of the act may also be a food additive 
within the meaning of section 201(s), by reason of the fact that its 
intended use results or may reasonably be expected to result, directly 
its ingredients, or conversion products becoming 


or indirectly, in it, 
a food 


components of or otherwise affecting the characteristics of 
\ny such drug that is intended for administration to a food-producing 
animal will also be evaluated under section 408 or section 409 (giving 
due consideration to data previously filed by the applicant) when 
there is a reasonable possibility that a residue of the drug may be 
present or otherwise affect the characteristics of the edible products 
of such animals and a regulation issued where necessary. Where a 


substance is both a certifiable drug and a food additive, the submis 
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sion of the information required by the regulations appearing in I[’arts 
146, 146a, 146b, 146c, 146d, and 146e of this chapter will also be con 

strued as a petition for the establishment of a regulation for the use 
of the substance as a food additive. An antibiotic application will not 
be permitted to become effective for a use that results in the substance 
becoming a food additive until a regulation is established under se: 

tion 408 or section 409 of the act. The antibiotic application and the 
1] 


establishment of a regulation respecting the food additive use wi be 


acted upon simultaneously 


(b) With respect to those uses of an antibiotic drug that result 
in its becoming a food additive, the provisions of these regulations 
shall apply concerning the procedure to be followed in establishing 
a food-additive regulation. Upon determination that an antibioti 
application contains a petition for the establishment of a food-additive 
regulation, the Division of Antibiotics of the Food and Drug Adminis 
tration shall so notify the applicant prior to the effective date of the 
application and shall inform him that his application with respect t 
the uses of the antibiotic which result in its becoming a food additive 
will be processed under the regulations in this part. Upon the issu 
ance of a food-additive regulation, the Division of Antibiotics will 
notify the applicant that his application is effective to the extent 
allowed by the regulation. In the event the proceeding tor the tood 
additive regulation results in the denial of a regulation allowing the 
use of the antibiotic drug as a food additive, the applicant shall be 


notified that the denial of his antibiotic application is final with re 


becoming a food 


spect to the use of such drug for use resulting in its 


additive 
§ 121.51 Petitions proposing regulations for food additives 


(a) Petitions to be filed with the Commissioner under the pro 
visions of section 409(b) of the act shall be submitted in triplicate 
If any part of the material submitted is in a foreign language, it shall 


be accompanied by an accurate and complete English translation. The 


petition shall state petitioner's post-ofhce address to which published 
mn 409 oi 


notices or orders issued or objections filed pursuant to secti« 
the act may be sent 


(b) Pertinent information may be inc: rated in, and wall b 


considered as part of, a petition on the basis of specific reference to 
such information submitted to and retained in t files of the Food 


and Drug Administration. However, any reference to unpublished 
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information furnished by a person other than the applicant will not 
be considered unless use of such information is authorized in a written 
statement signed by the person who submitted it. Any reference to 
published information offered in support of a food-additive petition should 
be accompanied by reprints or photostatic copies of such references 

(c) Petitions shall include the following data and be submitted 
in the following form 

(Date) 

Name of petitioner 
Post-office address 
Date 
Name of food additive and pt 
Food and Drug Admiunistrati 
Department of Health, Educati 
Washington 


Le at 


operties 


desired component(s) 


her impurities. Where su 


t shoul 


1 t aftect 
Is may be specified 
mixture of chemicals 
he svnthesis, extraction, 
they undergo chemical chan 
identihed by its common Englisl 
il formulas when necessary tor 


is used ; 1 component, tl 


omple ue titative statement 
listed substance mav be 
t himsel Dp 
operati tor a tood additive, 
will pertorm a part of such operations and 
cle stability 
needed to insure the identity. strengt! 


expiration date that will be emplove: 





FOOD-ADDITIVES REGULATIONS 


B. The amount of the food additive proposed for use and the purposes 
which it is proposed, together with all directions, recommendations, and sugges 
tions, regarding the proposed use, as well as specimens of the labeling proposed 
for the food additive and any labeling that will be required by applicable provi 
sions of the Federal Food, Drug, and Cosmetic Act on the finished food by reason 
of the use of the food additive If the additive results or may reasonably be 
expected to result from the use of packaging material, the petitioner shall show 


iow this may occur and what residues may reasonably be anticipated 
(Type written or other draft-labeling copy will be accepted tor « 

t the petition, provided a statement is made that final ) labeling 

in content to the draft copy will be submitted as soon as avail: and pri 


marketing of the food additive 


If the food additive is one for which a tolerance limitation is required t 
assure its safety, the level of use proposed should be no higher an the amount 


‘ 


reasonably req red to accom] lish the intended p! al hn il effec 


even though the satety data may support a higher 


Data establishing that the food additive will 
1 effect or that it mav reasonably 
component, o characteristics, directly 
amount necessar\ complish this Phese 


sufficient detail permit evaluation with cont 
LD) tion t practicable methods t 


1, and/or finished t 


(d) The petitioner will be notified « 


tion is filed; and an incomplete petit 


submitted 11 iplicate, will usually be 
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petition under section 409 of the act. The petitioner will be notified 


in what respect his petition is incomplete. 


(e) The petition must be signed by the petitioner or by his attor 


ney or agent, or (if a corporation) by an authorized official. 

(f) The data specified under the several lettered headings should 
be submitted on separate sheets or sets of sheets, suitably identified. 
If such data have already been submitted with an earlier application, 
the present petition may incorporate it by specific reference to the 
earlier. If part of the data have been submitted by the manufacturer 
of the food additive as a master file, the petitioner may refer to the 
master file if and to the extent he obtains the manufacturer’s written 
permission to do so. The manufacturer may authorize specific refet 
ence to the data without disclosure to the petitioner. Nothing herein 
shall prevent reference to published data. 

(g) A petition shall be retained but shall not be filed if any of the 
data prescribed by section 409(b) of the act are lacking or are not set 
forth so as to be readily understood. 

(h) Data in a petition regarding any method or process entitled 
to protection as a trade secret will be held confidential and not revealed 
unless it is necessary to do so in the record of an administrative hearing 
preliminary to judicial proceedings under section 409 of the act. Other 
data in the petition will not be revealed to persons other than the 
petitioner and persons engaged in the enforcement of the act beyond 
that which is necessary to comply with section 409(b)(5) (notice of 
the regulation proposed) and 409(c)(1) (order acting on the petition) 

(i)(1) Except where the petition involves a new drug, within 15 
days after receipt, the Commissioner will notify the petitioner of 
acceptance or non-acceptance of a petition, and if not accepted the 
reasons therefor. If accepted, the date of the notification letter sent 
to petitioner becomes the date of filing for the purposes of section 
409(b)(5) of the act. If the petitioner desires, he may supplement a 
deficient petition after being notified regarding deficiencies. If the 
supplementary material or explanation of the petition is deemed ac 
ceptable, petitioner shall be notified. The date of such notification 
becomes the date of filing. If the petitioner does not wish to supple 
ment or explain the petition and requests in writing that it be filed as 
submitted, the petition shall be filed and the petitioner so notified 
The date of such notification becomes the date of filing. Where the 
petition involves a new drug, notification to the petitioner will be 


made within 30 days. 
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(2) The Commissioner will publish in the Federal Register within 
30 days from the date of filing of such petition, a notice of the filing, 
the name of the petitioner, and a brief description of the proposal 
in general terms. In the case of a food additive which becomes a 
component of food by migration from packaging material, the notice 
shall include the name of the migratory substance, and where it ts 
different from that of one of the original components, the name of the 
parent component, the maximum quantity of the migratory substance 


that is proposed for use in food, and the physical or other technical 


effect which the migratory substance or its parent component is 
intended to have in the packaging material. A copy of the notice 
will be mailed to the petitioner when the original is forwarded to the 
Federal Register for publication. 

(j) The Commissioner may request a full description of the 
methods used in, and the facilities and controls used for, the produc 
tion of the food additive, or a sample of the food additive, articles used 
as components thereof, or of the food in which the additive is proposed 
to be used, at any time while a petition is under consideration. The 
Commissioner shall specify in the request for a sample of the food 
additive, or articles used as components thereof, or of the food in or on 
which the additive is proposed to be used, a quantity deemed adequate 
to permit tests of analytical methods to determine quantities of the 
food additive present in foods for which it is intended to be used or 
adequate for any study or investigation reasonably required with 
respect to the safety of the food additive or the physical or technical 
effect it produces. The data used for computing the 90-day limit for 
the purposes of section 409(c)(2) of the act shall be moved forward 1! 
day for each day after the mailing date of the request taken by the 
petitioner to submit the sample. If the information or sample is re 
quested a reasonable time in advance of the 180 days, but is not sub 
mitted within such 180 days after filing of the petition, the petitior 


will be considered withdrawn without prejudice 


(k) The Commissioner will forward for publication in the Federa 
Register, within 90 days after filing of the petition (or within 180 days 
if the time is extended as provided for in section 409(c)(2) of the act 
a regulation prescribing the conditions under which the food additive 
may be safely used (including, but not limited to, specifications as t 
the particular food or classes of food in or on which such additive 
may be used, the maximum quantity that may be used or permitted 


to remain in or on such food, the manner in which such additive may 
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be added to or used in or on such food, and any directions or othe 
labeling or packaging requirements for such additive deemed neces 
sary by him to assure the safety of such use), and prior to the for 
warding of the order to the Federal Register for publication shall notify 
the petitioner of such order and the reasons for such action; or by 
order deny the petition, and shall notify the petitioner of such ordet 
and of the reasons for such action 

(1) If the Commissioner determines that additional time is needed 
to study and investigate the petition, he shall by written notice to the 
petitioner extend the 90-day period for not more than 180 days after 
the filing of the petition. 

$121.52 Withdrawal of petitions without prejudic: 

(a) In some cases the Commissioner will notify the petitione: 
that the petition, while technically complete, is inadequate to justify 
the establishment of a regulation or the regulation requested by peti 
tioner. This may be due to the fact that the data are not sufficiently 
clear or complete. In such cases, the petitioner may withdraw the 
petition pending its clarification or the obtaining of additional data 
This withdrawal will be without prejudice to a future filing. Upon 
refiling, the time limitation will begin to run anew from the date 
of refiling. 

(b) At any time before the order provided for in § 121.51(k) has 


been forwarded to the Federal Register for publication, the petitioner 


may withdraw the petition without prejudice to a future filing. Upon 


refiling, the time limitation will begin to run anew 


§ 121.53 Substantive amendments to petitions 

\fter a petition has been filed, the petitioner may submit addi 
tional information or data in support thereof. In such cases, if the 
Commissioner determines that the additional information or data 
amounts to a substantive amendment, the petition as amended will 
be given a new filing date, and the time limitation will begin to run anew 

§ 121 54 i ffective date 
\ regulation published in accordance with § 121.51(k) shall be 


come effective upon publication in the Federal Registe) 


§ 121.55 Objections to regulations and requests for hearings 
(a) Objections to an order promulgated pursuant to section 409 


(f)(1) of the act shall be submitted in quintuplicate to the Hearing 
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Clerk of the Department at the address specified in such order. Each 
objection to a provision of the regulation shall be separately numbered 

(b) A statement of objections shall not be accepted for filing if: 

(1) It is received for filing more than 30 days after the date of 
publication of the order in the Federal Register 

(2) It fails to establish that the objector will be adversely affected 
by the regulation 

(3) It does not specify with particularity the provisions of the 
regulation to which objection is taken 

(4) It does not state reasonable grounds for each objection 
raised. Grounds that it is reasonable to conclude are capable of being 
established by reliable evidence at the hearing, and which if proved 
would call for changing the provisions specified in the objections, will 
be deemed reasonable grounds 

(c) If the statement of objections may not be file the 
sioner shall inform the objector of the reasons 

(d) If objections to a regulation issued pursuant to thi 
a petition are fled by a person other than the petitioner, the Fi 
and Drug Administration shall send a copy of the objections 
certified mail to the petitioner at the address given in the petitior 
Petitioner shall have 2 weeks trom the date of receipt by him of the 
objections to make written reply 

$121.56 Public hearing; notic. 

lf the objections and statements filed by any person when they 
are considered with the record in the proceeding (including any reply 
to the objections that the petitioner may have filed), show that th 
person filing the objections is adversely affected and that the grounds 
stated in support of the objections are reasonable, and a public hearing 
on the objections is requested, the Commissioner shall cause to be 


y the objec tions and 


‘ 
~ 


published in the Federal Register a notice recitin 
1.1 

announcing a public hearing to receive evidence on them. The notice: 

shall designate the place where the hearing will be held, specify the 


time within which appearances must be filed, and specify the time 


(not earlier than 30 days after the date of publication of the notice i 


the Federal Register) when the hearing will commence. The hearing 
will convene at the place and time announced in the notice, but there 
ifter it may be moved to a different place and may be continued from 
lay to day or recessed to a later day without other notice thar 


announcement thereof by the presiding officer at the hearing. Included 
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in such notice shall be a statement indicating whether the regulation 
to which objection was taken shall be stayed pending the outcome 
of the hearing. 

§ 121.57 Presiding officer 

The hearing shall be conducted by a presiding officer, who shall 
be a hearing examiner appointed as provided in the Administrative 
Procedure Act (sec. 11, 60 Stat. 244, as amended; 5 U. S. C. 1010 
et seq.) and designated by the Commissioner for conducting the hear 
ing. Any such designation may be made or revoked by the Com 
missioner at any time. Hearings shall be conducted in an informal 


but orderly manner in accordance with these regulations and the 


requirements of the Administrative Procedure Act. The presiding 
officer shall have the power to administer oaths and affirmations, to 
rule upon offers of proof and admissibility of evidence, to receive 
relevant evidence, to examine witnesses, to regulate the course of the 
hearing, to hold conferences for the simplification of the issues, and 
to dispose of procedural requests; but he shall not have power to 
decide any motion that involves final determination of the merits of 
the proceeding. 

§ 121.58 Parties; burden of proof; appearances 

\t the hearing, the person whose objections raised the issues to 
be determined shall be, within the meaning of section 7(c) of the 
\dministrative Procedure Act, the proponent of the order sought, and 
accordingly shall have the burden of proof. Any interested person 
shall be given an opportunity to appear at the hearing, either in person 
or by his authorized representative, and to be heard with respect to 
matters relevant to the issues raised by the objections. Any interested 
person who desires to be heard at the hearing in person or through 
a representative shall, within the time specified in the notice of hearing 
file with the presiding officer a written notice of appearance setting 
forth his name, address, and employment. If such person desires to 
be heard through a representative, such person or such representative 
shall file with the presiding officer a written appearance setting forth 
the name, address, and employment of such person. Any person or 
representative shall state with particularity in the notice of appearance 
his interest in the proceeding and shall set forth the specific provisions 
of the regulation concerning which objections have been made on 
which such person desires to be heard. The notice of appearance shall 
also set forth with particularity the position to be taken concerning 
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the objections on which he wishes to be heard. No person shall be 
heard if he failed to file notice of his appearance within the time 
prescribed, in the absence of a clear showing of good cause why the 
notice of appearance was not filed. All present at the hearing shall 
conform to all reasonable standards of orderly and ethical conduct 

§ 121.59 Request for stay of effectiveness of regulation pending a 

hearing 

When a hearing is requested under § 121.55, the request may also 
include a request for a stay of effectiveness of the order (§ 121.59), 
in whole or in part, which request shall include the reasons for the 
stay together with a showing that the stay involves no hazard to the 


public health 


§ 121.60 Prehearing and other conferences 


(a) The presiding officer, on his own motion or on the motion 


of any party or his representative, may direct all parties or their 


representatives to appear at a specific time and place for a prehearing 
conference to consider: 

(1) The simplification of the issues. 

(2) The possibility of obtaining stipulations, admissions of facts 
and documents 

(3) The possibility of the limitation of the number of witnesses 

(4) The scheduling of witnesses to be called 

(5) The advance submission of all documentary evidence 

(6) Such other matters as may aid in the disposition of the pro 
ceeding. 
The presiding officer shall make an order reciting the action taken at 
the conference, the agreements made by the parties or their repre 
sentatives, and the scheduling of witnesses, and limiting the issues for 
hearing to those not disposed of by admissions or agreements. Such 
order shall control the subsequent course of the proceeding unless 
modified for good cause by subsequent order. 

(b) The presiding officer may also direct all parties and their 
representatives to appear at conferences at any time during the hearing 


with a view to simplification, clarification, or shortening of the hearing 


$121.61 Submission of documents in advance of hearing 


(a) All documents to be offered at the hearing shall be sub 
mitted to the presiding officer and to the interested parties sufficiently 
in advance of the offer of such documents for introduction into the 
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record to permit study and preparation of cross-examination and 
rebuttal evidence. 

(b) The presiding officer, after consultation with the parties at a 
conference called in accordance with § 121.60, shall make an order 
specifying the time at which documents shall be submitted. He shall 
also specify in his order the time within which objection to the 
authenticity of such documents must be made to comply with para 
graph (d) of this section. 


(c) Documents not submitted in advance in accordance with the 


requirements of paragraphs (a) and (b) of this section shall not be 


received in evidence in the absence of a clear showing that the offering 
party had good cause for his failure to produce the documents sooner 

(d) The authenticity of all documents submitted in advance shall 
be deemed admitted unless written objection thereto is filed with the 
presiding officer upon notice to the other parties within the time 
specified by the presiding officer in accordance with paragraph (b) 
of this section, except that a party will be permitted to challenge such 
authenticity at a later time upon a clear showing of good cause for 


failure to have filed such written objection 


$121.62 Excerpts from documents 

When portions only of a document are to be relied upon, the 
offering party shall prepare the pertinent excerpts, adequately iden 
tified, and shall supply copies of such excerpts, together with a state 
ment indicating the purpose for which such materials will be offered, 
to the presiding officer and to the other parties. Only the excerpts 
so prepared and submitted, shall be received in the record. How 
ever, the whole of the original document should be made available for 
examination and for use by opposing counsel for purposes of cross 
eXamination 

§ 121.63 Submission and receipt of evidenc: 

(a) Lach witness shall, before proceeding to testify, be 
or make affirmation 

(b) When necessary to prevent undue prolongation of the heat 
ing, the presiding officer may limit the number of times any witness 
may testify, the repetitious examination and cross-examination ot 
witnesses, or the amount of corroborative or cumulative evidence 

(c) The presiding officer shall admit only evidence which 


relevant, material, and not unduly repetitious 
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(d) Opinion evidence shall be admitted when the presiding officer 
is satisfied that the witness is properly qualified 


(e) The presiding officer shall file as an exhibit a copy of the 


Federal Register promulgating the regulation to which objections were 


taken and the objections that form the basis for the hearing. All 
documents constituting the record bearing on the point in controversy, 
and not entitled to protection under section 301()) of the act, accumu 
lated up to the start of the hearing shall be open for inspection by 
interested persons during office hours in the office of the Hearing 
Clerk of the Department, Room 5440, 330 Independence Avenue SW 
Washington 25, D.C 

(f) If any person objects to the admission or rejection of any 
evidence or to other limitation of the scope of any examination or 
cross-examination, he shall state briefly the grounds for such obje¢ 
tion, and the transcript shall not include extended argument or debat: 
thereon except as ordered by the presiding ofhceer. A ruling of th 
presiding officer on any such objection shall be a part of the transcript 


together with such offer of proof as has been made 


§ 121.64 Transcript of the testimony 


Testimony given at a public hearing shall be reported verbatim 
All written statements, charts, tabulations, and similar data oftered 
in evidence at the hearing shall be marked for identification and, upor 
a showing satisfactory to the presiding officer of their authenticity 
relevancy, and materiality, shall be received in evidence subject to the 
\dministrative Procedure Act (sec. 7(c). 60 Stat. 238: 5 U.S. ¢ 
1008(c)). Exhibits shall, if practicable, be submitted in quintuplicat 
In case the required number of copies are not made available, th 
presiding officer shall exercise his discretion in determining whether 
said exhibit shall be read in evidence or whether additional co 


by the 


shall be required to be submitted within a time to be specified 
presiding officer. Where the testimony of a witness refers to a statute 
or to a report or document, the presiding officer shall, after inquiry 
relating to the identification of such statute, report, or document 
determine whether the same shall be produced at the hearing ar 
physically be made a part of the evidence by reference. Where relevant 
and material matter oftered in evidence is embraced in a report 
document containing immaterial and irrelevant matter, such in 
terial and irrelevant matter shall be excluded and shall be segregated 


insofar as practicable, subject to the direction of the presiding officer 





PAGE 288 FOOD DRUG COSMETIC LAW JOURNAL—APRIL, 1959 


§ 121.65 Oral and written arguments 


(a) Unless the presiding officer issues an announcement at the 


hearing authorizing oral argument before him, it shall not be permitted. 


(b) The presiding officer shall announce at the hearing a reason- 
able period within which interested persons may file written argu- 
ments based solely upon the evidence received at the hearing, citing 
the pages of the transcript of the testimony or properly identified 


exhibits where such evidence occurs. 


§ 121.66 Indexing of record 

(a) Whenever it appears to the presiding officer that the record 
of hearing will be of such length that an index to the record will permit 
a more orderly analysis of the evidence and reduce delay, the presiding 
officer shall require counsel for the parties to prepare a daily topical 
index, which will be available to the presiding officer and all parties. 
Preparation of such an index shall be apportioned among all counsel 
present in such manner as appears just and proper in the circumstances 

(b) The index shall include each topic of testimony upon which 
evidence is taken, the name of each witness testifying upon the topic, 
the page of the record at which each portion of his testimony appeared, 
and the number of each exhibit relating to the topic. The index shall 
also contain the name of each witness, followed by the topics upon which 


he testified and the page of the record at which such testimony appears 


§ 121.67 Certification of record 

\t the close of the hearing, the presiding officer shall afford 
witnesses and their counsel a short time (not longer than 30 days 
except in unusual cases) in which to point out errors that may have 
been made in transcribing the testimony. The presiding officer shall 
promptly thereafter order such corrections made as in his judgment 
are required to make the transcript conform to the testimony, and 
he shall certify the transcript of testimony and the exhibits to the 


Commissioner. 


§ 121.68 Filing the record of the hearing 

\s soon as practicable after the close of the hearing, the com 
plete record of the hearing shall be filed in the office of the Hearing 
Clerk. The record shall include the transcript of the testimony, all 


exhibits, and any written arguments that may have been filed. 
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§ 121.69 Copies of the record of the hearing 

The Department will make provision for a stenographic record 
of the testimony and for such copies of the transcript thereof as it 
requires for its own purposes. Any person desiring a copy of the 
record of the hearing or of any part thereof shall be entitled to the 
same upon payment of the costs thereof. 

§ 121.70 Proposed order after public hearing 

\s soon as practicable after the time for filing written arguments 
has ended, the Commissioner shall prepare and cause to be published 
in the Federal Register a proposed order which shall set forth in detail 
the findings of fact and conclusions, and recommend decisions on the 
objections that were the subject of the hearing and tentative regula 
tions. The proposed order shall specify a reasonable time, ordinarily 
not to exceed 60 days, within which any interested person may file 
exceptions. The exceptions shall point out with particularity the 
alleged errors in said proposed order and shall contain a specifi 
reference to the pages of the transcript of the testimony or to the 
exhibits on which each exception is based. Such exceptions may be 
accompanied by a memorandum or brief 

§ 121.71 Final order after public hearing 

\s soon as practicable after the time for filing exceptions has 
passed, the record and the exceptions shall be presented to the Secre 
tary and he shall cause to be published in the Federal Register his final 
order promulgating the regulation, which shall specify the date on which 
the order shall take effect. 

$121.72 Adoption of regulations on initiative of Commissioner 

(a) The Commissioner upon his own initiative may propose the 
issuance of a regulation prescribing, with respect to any particular use 


of a food additive, the conditions under which such additive may be 


safely used. Notice of such proposal shall be published in the Federal 


Register and shall state the reasons for the proposal 

(b) Action upon a proposal made by the Commissioner shall 
after publication of the notice, proceed as provided in § 121.51 and 
section 409 of the act 

§ 121.73 Judicial review 

The Secretary of Health, Education, and Welfare hereby desig 
nates the Assistant General Counsel for Food and Drugs of the De 
partment of Health, Education, and Welfare as the officer upon whom 
copy of petition for judicial review shall be served. Such officer shall 


be responsible for filing in the court a transcript of proceedings and the 
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record on which the order of the Secretary of Health, Education, and 
Welfare is based. The transcript and record shall be certified by the 
mecretary. 

§ 121.74 Procedure for amending and repealing tolerances or exemp- 
tions from tolerances 

(a) The Commissioner or any interested person may propose the 
issuance of a regulation amending or repealing a regulation pertaining 
to a food additive or granting or repealing an exemption for such 
additive. Such a proposal by an interested person shall be in writing 
[f such proposal by an interested person furnishes reasonable grounds 
therefor, the Commissioner will publish a notice announcing the pro- 
posals initiated by the Commissioner will likewise be published 
Following such publication, the proceedings shall be the same as 
prescribed by section 409 of the act and the regulations in this part for 
the promulgation of a regulation 

(b) “Reasonable grounds” shall include an explanation showing 
wherein the person has a substantial interest in such regulation and a1 


} ] 


bv data if availabl 


assertion of facts (supported e) showing that new 


information exists with respect to the food additive or that new uses 


have been developed or old uses abandoned, that new data are avail 


able as to toxicity of the chemical, or that experience with the existing 
regulation or exemption may justifv its amendment or repeal. New 
data should be furnished in the form specified in § 121.51 for submit 
ting petitions 

§ 121.75 Exemption for investigational use 

\ food additive. or a food containing such an additive intended for 
investigational use by qualified experts, shall be exempt from the 
requirements of section 409 of the act, pro\ ided that the food additive 
or the food containing the additive bears a label which states promi 


ust 


nently “Caution—Contains new food additive—For investigationa 


only. Not to be used for human tood or food for other than laboratory 
animals.” 

Effective date. This order shall become effective upon publicatior 
inthe FEDERAL REGISTER 
(Secs. 409, 701, 52 Stat. 1055, as amended; 72 Stat. 948; 72 Stat. 1784; 
2b. &t. 2 SO Interprets or applies secs. 201, 102, 72 Stat. 1784; 
21: U. 3S. (32 Se) 
Dated: March 23, 1959 

Deputy Commissioner of Food and Drugs 


John L. Harvey 
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